This paper describes a novel approach to explore how regulators, working with patients and practitioners, may contribute to supporting person-centred care and processes of shared decision making in implementing professional standards and reducing harms.
Although regulation has traditionally been perceived as taking action only after harm occurs, it is increasingly recognized that such an approach is less effective in reducing harm for patients generally and that regulators should work within their context to reduce harm and indeed embed standards.
A key challenge within the osteopathic context where practitioners work largely in sole practice and without employers or teams is the potential for development of diverse professional values. For example, evidence exists that professionalism is a key aspect of the delivery of health care to meet patient and public expectations. 2 But we can also see that different professional groups in different contexts may hold different views about professionalism or professional behaviours. 3 A further challenge in osteopathy is in improving patient agency within generally high satisfaction ratings. Osteopathic patients report very high levels of patient care, with up to 95% satisfaction. 4 However, some areas of consultations were less likely to be rated as high as others, including "fully understanding your concerns"; "helping you to take control"; and "making a plan of action with you." 4 It would be possible for a practitioner to regard a high approval rating to indicate that they were meeting patient expectations and needs fully, but this may not be the case, as the findings are suggestive of a potentially paternalistic approach to care.
In 2015, the Supreme Court decided the case of Montgomery v Lanarkshire Health Board, which required practitioners to focus on dialogue in order to enable a patient to consent to treatment. 5 This is discussed further below. Essentially, the Montgomery case changed the law to reflect what was already a requirement of many of the health care professions' standards of practice, including the General Osteopathic Council's (GOsC's) Osteopathic Practice Standards. 6 There was, therefore, a legal as well as a professional requirement to understand what was important to a patient in order to provide the information needed by them to inform their decision making regarding their health care, and we were keen to explore this and support registrants in meeting these standards.
Analysis of complaints and concerns in relation to osteopathy
shows that areas of communication and consent are a key theme raised by patients. 7 There is evidence also that many concerns brought to the regulator did not result in regulatory sanctions. 8 Complaints made to the regulator, which do not result in a sanction, suggest that there were no fitness-to-practise implications and that, therefore, the complaints should have been resolved in a different way and perhaps that better communication at the outset would have resolved such concerns at an earlier stage. Such an approach involved a creative, agile, and innovative exploration of the role of the regulator in reducing harm. But this was not an academic study within a formal research context. It represents a pragmatic regulatory approach, aimed at exploring some key issues with stakeholders in order to better understand values in practice and to develop resources to support better communication and dialogue in shared decision making between practitioners and patients and the implementation of professional standards. Ethical approval was not sought or necessary for this programme of work. Osteopath magazine. These expert stakeholders supported us to achieve the aims of the workshop, which were as follows:
• to understand the context in which osteopathy is practised;
• to understand how values come into osteopathic health care;
• to explore, debate, and discuss professional values in osteopathy through case studies, exercises, and other formats;
• to consider the relationship of values to professional standards and practice; and
• to explore next steps in supporting the embedding of standards.
Participants were invited to identify their values for osteopathic care. The outcome of the initial session was to identify that most people had different values but that they were not necessarily incompatible.
Next, participants were invited to undertake a "forced choice" exercise. Participants were given a scenario: "You develop the warning signs of a very serious illness. There are two options for treatment.
Option 1 is a medicine which will either cure you completely or kill you immediately. Option 2 is a medicine which will give you a known period of remission and then you will die."
Participants were asked to identify their preferred option and to identify the factors that were important to them in making the decision. What was clear was that there was a diverse range of views. 9 Factors, such as age, approach to risk, family, and life circumstances, all contributed to decisions. The learning point was that individual preferences and values may lead to different decisions, even when the evidence supporting particular interventions is presented. Even though individuals may think their values are not controversial, others may apply them very differently in different contexts, and understanding the factors that contribute to decision making can be very important.
Next, participants were asked to theme their values and test them out in case studies.
The outcome of this workshop was to identify that professional identity and decision making were a strong value that influenced dialogue. It became clear that in applying values to decision making and case studies, there were clear tensions to be managed. This framework is outlined in Figure 3 .
| Workshop 2
A second workshop was held on May 2015 at which the Common Core Values Framework (the framework) was used by participants, again including patients, osteopaths, and other health professionals, some of whom had attended the first workshop. The same method as for workshop 1 was used to explore case studies to see if the framework provided a method to support the identification of the values that might be important to patient and practitioner.
Various case studies were discussed with participants, applying the common framework to the case studies to gauge whether the framework provided an accurate model of the values that arose in the scenarios given and plenary feedback obtained and recorded.
The outcome was that the framework was not felt by all of the participants to provide a one-size-fits-all approach to help practitioners identify what was important to patients. The framework was a broad and generic summary, but not necessarily something that could be easily applied in all circumstances. For example, some groups felt that the framework was reductionist in the area of competency, and others felt that key areas of practice including decision making, risk judgement, dealing with conflict of interest, and boundaries or roles, for example, did not fit naturally within the framework themes. It was felt that a different mechanism was required to help patients and practitioners identify what was important to them within the context of their osteopathic care. Following an introduction, participants took part in group discussions and an interactive "fruits, pests and roots" exercise. "The exercise was designed to uncover:
| Workshop 3
• The fruits or benefits of achieving a positive experience of a consultation.
• The pests or barriers to achieving it.
• The roots or actions that could be introduced to help overcome the barriers.
Using different coloured sticky notes (green/yellow for patients, red/pink/orange for practitioners) participants were asked to map the fruits, pests and roots onto a tree. Each table presented a summary of the actions during a plenary session and the pictures were pinned around the room for participants to view at leisure during a break." Figure 4 shows an example of one of the six trees developed by participants at the workshop.
"The final session of the workshop was dedicated to building questions that would be useful in establishing a patient's and practitioner's values within a consultation."
Aspects contributing to a positive consultation identified by participants included the following:
• consultation starts at first point of contact;
• well-presented reception and consultation space;
• clear communication of the options supported by visuals;
• the ability to listen/feeling listened to;
• sufficient time/not feeling rushed; and
• open and friendly demeanour.
Practitioners identified the following as important:
• patient taking ownership/responsibility (although note that not all patients wanted to do this);
• demonstrating empathy;
• remaining calm; and
• holistic approach Patients identified the following as important:
• technical knowledge of practitioner and
• having confidence in practitioner.
Common emerging themes included
• taking a good patient history,
• developing a shared understanding/shared expectations,
• physical and logistical considerations,
• achieving good communication throughout the consultation, and
• reporting and acting on feedback, but perhaps most importantly, the no "one-size-fits-all" approach.
The outcome of the session was a rich series of data, stories, and themes, which enabled a core team comprising practitioners, patients, and communications experts to develop a series of approaches that might support more positive consultations.
| DEVELOPING RESOURCES
Taking into account the workshop outcomes with the clear message that a single approach to identifying what was important to patients was not appropriate, the team developed a series of tools to support patients to prepare for consultations in a way that might best suit them.
FIGURE 4 An example output from the fruits, pests and roots exercise
This work included developing resources aimed both at patients and at practitioners, to raise awareness of a values-based approach to shared decision making and helping patients to consider and be more explicit about their expectations, preferences, concerns, and goals, consistent with the professional standards in place. These included the following. 
| Pilot resources for patients

| DISCUSSION
Health professional regulation has mostly been known for its role in fitness to practise, which usually involves removing or restricting the right to practise of individuals, thus ensuring public protection.
However, less attention is given by regulators to how standards are interpreted by a practitioner working in a particular context, to what health means to a patient, and how patients interact within their environment. And yet, it is in precisely this dialogue between patient and practitioner that regulatory standards are manifested. 11 In 2018 and 2019, regulators are increasingly working towards "upstream" activity, embedding standards in a variety of ways to reduce instances of harm. This approach tends to focus on the provision of resources, guidance, advice, and dialogue, mostly for practitioners, to support the implementation of standards in collaboration with others in the sector, where relevant. 12 Further, regulation research has shown that abstract rules can have unintended consequences. For example, perceptions of fitness to practise by registrants following cases that do not appear to have been dealt with fairly, according to their norms, can lead to greater disengagement from the regulator impacting on the patient safety that the regulator seeks to achieve. 13 Whilst regulators may be able to demonstrate that awareness of standards is relatively high, regulators simply have registrant and patient generic perceptions. Regulators have little evidence about how the standards are actually manifested and applied and indeed the outcomes derived in the actual clinical setting.
Regulation has been challenged for increasing its interventions without evidence of their effectiveness. 14 shows that a focus on patient and clinician values can support contextual application of tools supporting decision making. 15 In regulation, we are beginning to see evidence emerging of a more "relational" approach to regulatory activities. Communications and engagement strategies are given much more prominence, and we see evidence of regulators reaching outward rather than focussing inward. For example, McGivern's research 16 shows engagement with registrants leading to reported better compliance with standards and opens the door to test out this approach empirically.
There is more evidence of regulators working together, responding in an agile way to challenges. Regulators are not just focussing on their statutory functions or processes.
In 2016, the legislation of all health professional regulators was changed to incorporate statutory objectives: a. to protect, promote, and maintain the health, safety, and well-being of the public; b. to promote and maintain public confidence in the profession … ; and c. to promote and maintain proper professional standards and conduct for members of that profession. 17 Potentially, this clear and comprehensive definition of the statutory objective of regulation provides a clearer space to support professionals to get to the right outcome (rather than focussing on doing the right things) and enables regulation to be a framework within which professionalism can flourish.
However, regulators are increasingly appreciating the complexity within which registrants work, and that they are not completely rational in their decision making, but human, with all that entails. In raising awareness and supporting implementation of these standards, regulators must think about the nature of humanity, and how humans make decisions.
Tyreman observed this some time ago noting that "Writing and policing policies to ensure ethical behaviour may be replacing the individual's integrity in acting ethically, where integrity performs the work of personal motivation, or 'conscience', in ensuring good behaviour." 18 In providing rules and regulations, regulators can inhibit the right decision being made because processes are being followed or guidance applied literally. In fact, we see this in all aspects of regulation, but because our perception of regulation, indeed, the very nature of the legal framework might be argued to be "about the right answer," we pay less attention to the reality that the answer always involves the balancing of tensions; and the process of making that decision, and perhaps making this process explicit, becomes important in achieving the right outcome.
Regulation should be not necessarily doing things right in terms of processes but in terms of doing the right thing in terms of achieving the right outcome in any particular situation for the patient. Regulation should be a framework within which professionalism is able to flourish. 19 Decision making, however, is not necessarily explicit or rational.
There are a variety of ways of looking at this. But we know, for example, that culture and the environment represent shared ways of thinking, feeling, and behaving in health care organizations, and this is a contributing part of quality. "Those wishing and situated to improve services need a sophisticated understanding of the social dynamics and shared mental schema that underpin and reinforce existing practices and inform their readiness to change." 20 Recognizing that much of decision making may not even be linked to reflective motivation, it happens almost automatically.
Further, in terms of creating the right environment for behaviour change, Michie et al suggested that to support behaviour change, behaviours must be precisely articulated. Once they are, creating the best conditions to support people to choose those behaviours requires thinking about capability, opportunity, and motivation (the COM-B model). They said that "Behaviour is part of an interacting system involving all these components." 22 These components are as follows:
• Capability-ensuring that people have the physical skills, knowledge, cognitive and interpersonal skills, memory, attention and decision processes, and behavioural regulation-the right knowledge and skills and the ability to apply them to do the required behaviour change.
• Opportunity-ensuring that the environmental context and resources and the social influences around them create opportunities not barriers to undertake the required behaviour.
• Motivation-ensuring that the rational reasons for undertaking those behaviours are clear but also that the automatic motivation (the feel good) are stronger than those for undertaking alternative behaviours. Factors affecting motivation may include professional and social role or identity, beliefs about capabilities, optimism, goals, reinforcement, and emotion. So supporting professionals (and patients) to make more explicit what is important for them may involve providing the knowledge and skills, and space and time to think about this and also that barriers to particular behaviours are removed. The dynamic interaction of the patient-practitioner relationship also means that they both affect the environment, and a more prepared patient, able to articulate what is important to them, will necessarily impact on the behaviour of the practitioner, for example.
But motivation to understand the other, the patient, is potentially limited for a variety of reasons, including the experience and motivation of the practitioner. 23 Anecdotal evidence has suggested a more positive patient experience that they share with others could provide a rational motivation for this work, but this would need to be field tested with the resources in the next stage of the project to refine and evidence this.
Health professional regulators refer to the concept of professional judgement often in their various standards but provide very little guidance about how to exercise this judgement. Regulators do not say that professional judgement is "what the professional thinks," but perhaps that is how it is interpreted because there is no other guidance. Stephen Tyreman has written some insightful analyses of the concepts of integrity and whether this is a personally held moral framework or whether it is a social concept, which perhaps illustrates why it is difficult to define as part of a code of conduct because it is necessarily contextual and systemic and part of communities or metavalues, which necessarily inform it. 24 Another way of thinking about this is action-based ethics (where good and bad decisions are judged by the act itself) and virtue ethics (where the focus is on the person). Petra Gelhaus has written on these points. 25 Stephen Tyreman would argue that empathy and compassionate care should be developed within all health care professionals together with critical awareness and curiosity and openness plus evidence-all must be present for a good care.
When staff at the GOsC receive ethical queries, they cannot give the "right" answer, which is what professionals tend to want. This is because they cannot know the full context, or the detail of the views of the differing parties involved. But they can talk professionals through how they might make a decision or exercise their professional judgement in that scenario. If regulators were to provide guidance on the exercise of professional judgement, they might draw on a rational process of decision making, for example, drawn from the context of audit:
• asking the right question(s);
• evaluating evidence: quantitative and qualitative;
• looking from different perspectives (eg, patient, practitioner, society, and colleagues);
• seeking advice and alternative diverse perspectives to inform decision making; and
• deciding between options.
They must also be aware of the traps of decision making, for example:
• deciding too quickly;
• group think: the discussion fits with what I think already;
• overestimating our ability; and
• tendency to stick near to our original views. 26 So far, we know that the process of health professionals making a decision may be influenced by a number of factors that may mitigate against taking into account the wants and needs of a patient.
But let us take a closer look at the patient who forms a central component of decision making. Indeed, without a patient decision made with informed consent, no intervention should take place.
Tyreman said "The practitioner's task is not merely to explain and treat, but to provide support and insight into the meaning of illness experiences in order to enable a patient to develop a better, lifeenhancing narrative and become a more whole person." 27 The argument is that health care is not about "fixing the patient" or "making them better," but actually, it is about helping patients to live well in their environment, undertaking the daily activities that are important to them without being impeded by particular symptoms or a particular health condition.
In 2017, an article in The Osteopath magazine by Kenneth McLean reported the results of seeking patient feedback using the Care measure. 28 The results reflected those of the Osteopathic Patient Expectations Research, showing 96% satisfaction with osteopathic treatment but also identified areas for improvement. The results also appear to mirror those seen in a revalidation pilot that took place in 2012, which also recorded slightly lower results in the areas, as follows:
"Patients generally scored practitioners very highly: on most questions, the ratings were either "very good" or "excellent". Only three respondents gave a "good" rating to any questions (related to "Really listening" and "Explaining things clearly"), and two rated their practitioner as "fair" (on "Helping you take control" and "Making a plan of action with you" respectively). These responses gave us points to reflect on and be mindful of during future patient consultations."
In 2018, the GOsC commissioned "YouGov" to seek feedback from a group of 500 patients who had had osteopathic treatment within the previous 6 months. Figure 5 shows 29 Again, these data show that areas such as "fully understanding your concerns," "helping you to take control," and "making a plan of action with you" were rated less highly suggestive of, perhaps, a paternalistic approach embedded into care. data sets for 2013 to 2017 have been published, 30 and a summary of the data is shown in Figure 6 .
The data show that concerns around communication and consent feature in over half of patient-reported concerns. In fact, even in clinical complaints, it is likely that communication challenges form a key part of those too.
In 2016 to 2018, the GOsC undertook a review of its core standards, the Osteopathic Practice Standards involving engagement and consultation with a range of stakeholders. 31 Key changes included the following:
• updating communication and patient partnership and consent to ensure that patients were given the information that they "want and need" to better reflect the requirements for dialogue in the Supreme Court judgement of Montgomery;
• updating the section about boundaries-so that more guidance was provided about the role of the patient in defining boundaries including emotional and professional boundaries as well as sexual boundaries; and
• separating out the duty of candour from complaints so that candour is seen as a necessary part of good communication and not simply something that arises in the context of anticipated complaints and concerns.
Effective embedding of these subtle but important changes to our guidance requires further consideration of what happens in individual consultations and further thinking about how to support the embedding of our standards so that osteopaths think, feel, and behave in accordance with them, and they form an integral part of the decision-making process. 32 Our prototype resources have been developed ahead of piloting, which will test whether they have the potential to make a difference to patients and practitioners and whether they support patients and practitioners to make more explicit what is important to them in a consultation.
We plan to obtain feedback from patients and practitioners about the detail and design of each tool as well as the potential impact on practice through a pilot phase.
There are still some aspects of the feedback for which further tools or approaches need to be developed. In particular, the importance of the actual consultation environment was found to be particularly important to participants, but further work needs to be undertaken to enable this to be effectively translated into a tool for practitioners.
We also need feedback about the tools from patients and practitioners who were not part of the development team.
The next phase of the project will use a range of methods including cluster sampling, pre-testing and post-testing with the CARE measure tool, 33 and interviews and focus groups with users and practitioners to demonstrate impact.
Osteopaths work primarily in the independent sector, without teams, and usually practise outside the National Health Service (NHS) or managed environments. Much of the research starting to tread in this area is focussed on the NHS or managed environments -where there are many potential confounding factors in workplace culture. 34 However, there are fewer confounding factors in place in osteopathy, which means that it is perhaps a better environment to test out these issues empirically.
| What is the relevance for other health professions?
Many other health professionals also work outside the NHS or other managed environment governance structure, and so findings may be directly transferable to those. If the findings show that these tools or approaches are simple, cost-effective, and easy to implement and results in improvements to patient feedback, they may support other health professionals within the NHS to achieve even better outcomes.
There may also be some crossover between the commercial environment of independent practice and the resource-limited environment of the NHS.
The resources developed to support clinicians to discern patient values and support a patient dialogue around consent could help to implement the legal changes to consent as outlined in the Montgomery judgement. This judgement provides that the information provided to the patient must be what is reasonable to that patient (through dialogue), rather than the previous Bolam test, which focussed on the information provided by a reasonable body of clinicians. 35 We acknowledge, however, that it may be difficult to demonstrate a causative relationship between the use of the findings and potential changes to the CARE measure alone. We hope, though, that the qualitative work with patients and practitioners will help to assist us to more fully understand the factors contributing to or preventing a positive consultation. 
